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DETAILED ACTION 
Continued Examination Under 37 CFR 1.114 

1 . A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1.17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1.17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 30 
January 2006 has been entered. 

Claim Rejections - 35 USC § 102 

2. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

3. Claims 19-25 are rejected under 35 U.S.C. 102(e) as being anticipated by US 
6,471,872 to Kitaevich et al. 

Kitaevich discloses, in the specification and figures, the device as claimed by 
applicant. In particular, Kitaevich discloses a renal function replacement apparatus 
which may perform hemofiltration, hemodialyisis, or ultrafiltration (see column 2, lines 
45-63). The system further comprises a blood withdrawal tube 14, blood reinfusion tube 
30, filter 24, filtrate output section 64 and pump 66, a biosensor 140, and a controller 12 
(see column 6, generally, column 7, lines 21-35, column 9, lines 16-25). The apparatus 
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monitors patient parameters that may include patient cardiac output, or oxygen 
saturation in the blood, and that signal is compared to upper and lower values (which 
are considered to correspond to applicant's threshold and baseline values) and used to 
control the fluid pumping rates (increasing or decreasing the pumping rate) in the 
system (see column 3, lines 50-55, column 4, lines 28-37, column 8, lines 32-45). 
Kitaevich further discloses that the controller may be used in an automatic mode 
wherein one or more patient parameters are monitored during the hemofiltration 
operation (which includes an initial phase of blood filtration treatment as claimed by 
applicant). The controller then operates based on this real-time patient data, considering 
one or more specific parameters that are stored, at least briefly, in the controller's 
processor in order to automatically adjust the operation of the blood filtration device 
(see column 4, lines 37-43). 

With regard to the step of storing a baseline feedback signal during an initial 
phase of blood filtration treatment, Kitaevich specifically discloses that patient 
parameters may be programmed into the controller at the start of the blood treatment 
procedure (see column 9, lines 16-35). Such programming is within the scope of 
applicant's claimed "initial phase" of blood filtration treatment, since setting up the 
machine and controller are part of the blood treatment procedure, and such 
programming may be called an "initial phase" of blood treatment. 
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Claim Rejections - 35 USC § 103 

4. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

5. Claim 21 is rejected under 35 U.S.C. 103(a) as being unpatentable over US 
6,417,872 to Kitaevich et al as applied above, in view of US 4,739,492 to Cochran. 

Kitaevich discloses, in the specification and figures, the device as claimed by 
applicant, with the exception of using a summation step to determine a feedback signal 
threshold. However, Cochran discloses a method of providing feedback control to a 
dialysis system comprising the step of adding an delivery temperature error value 
(based on a predetermined value) to a temperature obtained via feedback signal. The 
final delivery temperature error is used as a threshold to toggle the heater on and off 
during treatment (see column 10, lines 15-57). Cochran discloses that the procedure 
allows for improved parameter monitoring by comparing actual operating parameters to 
estimated operating parameters in order to provide more accurate blood treatment (see 
column 3, lines 15-20). 

Therefore, it would have been obvious to one having ordinary skill in the art at 
the time the invention was made to use the summation step disclosed by Cochran in the 
control algorithm disclosed by Kitaevich in order to provide for more accurate feedback 
control of the blood treatment system, as taught by Cochran. 
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Response to Arguments 

6. Applicant's amendment filed 6 January 2006 has been entered and considered. 

7. Applicant's arguments filed 6 January 2006 have been fully considered but they 
are not persuasive. 

8. Applicant argues that levels selected by a human operator are not baseline 
feedback signals obtained during an initial phase of blood filtration treatment. However, 
it is the position of the examiner that the "initial phase" of a blood filtration treatment 
may include the connection of the patient to the apparatus and the programming of 
patient and treatment parameters into the machine. Therefore, the predetermined 
values selected by the human operator anticipate applicant's claim drawn to obtaining 
or using a baseline value obtained during an "initial phase" of treatment. 

9. Applicant's arguments with respect to claim 21 have been considered but are 
moot in view of the new ground(s) of rejection. 



Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Leslie R. Deak whose telephone number is 571-272- 
4943. The examiner can normally be reached on M-F 7:30-5:00, every other Friday off. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Tanya Zalukaeva can be reached on 571-272-1115. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 




/Leslie K. DeaRs^. 
Patent ExamWer 
Art Unit 3761 
27 March 2006 



